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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-14 and 37-50 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. It is unclear in claim 13 how the thermal 
exchange composition can "flow" if it is selected from a group consisting of a solid or a 
gel. Correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13, 14, 34-41 and 45-50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stull (7,077,825) in view of Joye et al. (5,972,979). Stull discloses the 
catheter, transducer (temperature sensor # 40), marker (23) and balloon structure of 
claim 13 (Figure 3) except for the longitudinal disposed groove on the outer surface of 
the balloon and a guidewire lumen (col. 7, lines 14-50). However, Joye et al. discloses a 
cooling balloon catheter with a guidewire and a guidewire lumen (Figure 1 , # 20) which 
is well known in the art (col. 3, line 50-col. 4, line 36). 
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Therefore, at the time of the invention it would have been obvious to one of 
ordinary skill in the art to modify the device of Stull, as taught by Joye et al., to provide a 
third elongate tubular body as claimed which is a guidewire lumen. 

Regarding the longitudinal disposed groove on the outer surface of the balloon, 
the examiner maintains that a typical heat exchange catheter balloon (flexible and 
pliable) can be partially inflated as required to form a groove as the balloon conforms to 
the shape and size of a similarly shaped anatomical structure. 

Further to claims 34-36, Stull discloses the method essentially as claimed, 
wherein the cooling rates could obviously be determined by a skillful artisan without 
undue experimentation. 

Further to claims 40, 41 and 45-50 the claim limitations are directed to an 
intended use of the device rather than to a structural modification and the Stull device 
would obviously be capable of providing the claimed cooling rates (col. 10, line 51- 
col.11, line 21). 

Further to claim 43, The examiner maintains that it would have been obvious to 
one of ordinary skill in the art to provide a guiding catheter or sheath over at least a 
portion of the first elongate tubular body to assist in positioning the catheter within the 
patient's body, as is well known in the art. 

Further to claim 44, the examiner maintains that it would have been obvious to a 
skillful artisan to provide a pill (digestive composition) at the end of the guide wire to 
assist the patient in swallowing the guidewire at the beginning of the method or 
procedure. 
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Claim 42 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stull and 
Joye et al. as applied to claim 13 above, and further in view of Knowlton (6,427,089). 
Stull fails to disclose an ultrasound transducer affixed to the catheter. But, Knowlton 
discloses a stomach treatment apparatus with an ultrasound transducer used to image 
the device distal end (col. 13, lines 21-26). Therefore, at the time of the invention it 
would have been obvious to one of ordinary skill in the art to modify the device of 
Stull/Joye et al., as taught by Knowlton, to provide a means to image and therefore, 
locate and position the treatment apparatus as required by the procedure. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy D. Gibson whose telephone number is 571-272- 
4767. The examiner can normally be reached on Tu-Th, 7:30 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/803,235 Page 5 

Art Unit: 3739 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Roy D. Gibson/ 
Primary Examiner 
Art Unit 3739 



January 13, 2009 



